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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

2. Claims 1-5 and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Sander et al. (5,522,817). Sander et al. disclose, at least in figure 2 and in col. 2, line 
65 to col. 3, line 64 and col. 4, lines 32-45; a biocompatible fastener includes a first 
portion or member and a second portion or member, where the first portion or member 
(203) is made out of a first bioabsorbable material, and the second portion or member 
(201) is made out of a non-bioabsorbable material, where the first portion is coated over 
a portion of the second portion (at the interface between 202 and 204), where the first 
portion is degradable and can result in fragmentation of the fastener; where the fastener 
comprises a male member (203) with a post and a head (at 204), and the female 
member (201) includes bore and a flange extending into the bore (at 202). 

3. Claims 1 and 5-7 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Vandewalle (6,022,352). Vandewalle disclose, at least in figures 2, 3, and 8 and in col. 
3, line 27 to col. 4, line 8; a biocompatible fastener includes a first portion or sleeve and 
a second portion or Inner core, where the first portion (46) or outer coating is made out 
of a first bioabsorbable material, and the second portion (50) or inner core is made out 
of a non-bioabsorbable material, where the fastener comprises male and female 
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members, where the male member (50) includes a post (54) and a head (56), and the 
female membier (46) defines a bore and a flange (an internal thread) extending into the 
bore. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the Invention was made. 

The factual inquiries set forth in Graham v. John Deere Co,, 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. Claims 14-19 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Luscombe et al. (5,258,012) in view of Jarrett et al. (5,080,665). Luscombe et al. 
disclose, at least in the figures and in col. 7, lines 18-35, a biocompatible fastener (50) 
including a male portion (52) with a first base member (54) and first and second male 
members (56), each including a post and a head (58) with a generally conical, sharp tip; 
and a female portion (80) comprising a second base member(82) and first and second 
sleeves (84), each sleeve defining a bore (86) and a flange (90) extending into the bore; 
where the first and second base members are each generally flat and oval (see figs. 4 
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and 12), where the first sleeve includes a pair of longitudinal slots (between elements 
90 In each bore), where the flange is made of a first bioabsorbable material, and the first 
base member comprises a second bioabsorbable material. However, Luscombe et al. 
do not disclose that the second bioabsorbable material has a degradation rate slower 
than the degradation rate of the flange. Jarrett et al. teach, at least in col. 7 lines 1-22, 
that the choice of bioabsorbable materials (and hence, their degradation rates) depends 
on the desired physical properties of the surgical devices. Thus, it would have been a 
matter of obvious design choice to apply a second bioabsorbable material that has a 
degradation rate slower than the degradation rate of the flange in the device of 
Luscombe et al. The choice would be dependent upon the desired stiffness, as well as 
the degradation rates, of the components of the fastener. 

Allowable Subject Matter 

6. Claims 9-1 3 are allowed. 

7. The following is an examiner's statement of reasons for allowance: None of the 
prior art of record, alone or in combination, discloses a biocompatible fastener including, 
inter alia, a sleeve with a bore and a flange in the bore and a male member with post 
and a head, where at least one of the flange and the head includes a outer coating 
material that is a first bioabsorbable material with a first degradation rate and an inner 
core material that is nonbioabsorbable or a second bioabsorbable material. 

Any comments considered necessary by applicant must be submitted no later 
than the payment of the issue fee and, to avoid processing delays, should preferably 
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accompany the issue fee. Such submissions should be clearly labeled "Comments on 
Statement of Reasons for Allowance." 

8. Claim 20 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

9. The following is a statement of reasons for the indication of allowable subject 
matter: None of the prior art of record, alone or in combination, discloses, a 
biocompatible fastener including a male portion with a first base member and a first 
male member including a post and a head, and a female portion comprising a second 
base member and a first sleeve, where at least one of the flange and the head is at 
least partially made of first bioabsorbable material, at least one of the first and second 
base members comprises a non-bioabsorbable material or a second bioabsorbable 
material, and where the first sleeve has a top end shaped to terminate in a relatively 
sharp tip. 

As allowable subject matter has been indicated, applicant's reply must either 
comply with all formal requirements or specifically traverse each requirement not 
complied with. See 37 CFR 1.1 11 (b) and MPEP § 707.07(a). 

Conclusion 

10. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Green et al. (4,932,960) teach a biocompatible fastener. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julian W. Woo whose telephone number is (571) 272- 
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4707. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anh Tuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is (571) 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Julian W. Woo 
Primary Examiner 



August 21, 2006 



